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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) IVIONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication{s) filed on 21 April 2006 . 
2a)\3 This action is FINAL. 2b)EI Tills action is non-final. 

3) D Since this application Is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 19-25,38-41,43-65 and 78-85 Is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Clalm(s) is/are allowed. 

6) ^ Claim{s) 19-25,38-41,43-65 and 78-85 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)13 The drawlng(s) filed on 14 February 2002 is/are: a)S accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited {PTO-892) 4) □ Inten^ew Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Infomiation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Infonnal Patent Application (PTO-152) 

Paper No(s)/IVIail Date . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 2006061 2 
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The finality of the Office Action mailed 15 December 2005 is WITHDRAWN in view 
of the newly cited grounds of rejection herein. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 19-25, 38-41, 43-65 and 78-85 are rejected under 35 U.S.C. 101 because the 
claimed invention lacks patentable utiUty. 

The instant claims are drawn broadly to a method of expressing the recited protein in a 
cell and then detecting the expression of said protein from said cell. However, it is not apparent 
from the specification what purpose is served by this detection, i.e., what useful outcome is 
produced by possessing the expression data thus generated. Since any gene might be expressed 
in a cell and then have its expression detected, the instant invention lacks a specific utility. 
Furthermore, since the data thus acquired does not appear to lead to any usefiil outcome, the 
invention also lacks a substantial utility. The specification mentions, e.g., at paragraph [0006], 
that "[ejmbodiments of the invention include fusion proteins that can be used for quantitating 
gene transfer both in vitro and in v/vo." However, measuring the capability of a particular gene 
to be transfected into a cell or patient merely measures a characteristic of the gene itself, with no 
further reference to a utility for that gene being transfected. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 40 and 46 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Each of the instant claims employs incorrect Markush-type language, i.e., "or" as the 
conjunction between the elements of the Markush-type group. A group which consists of one 
element or another element is indefinite. The conjunction "and" should be employed in place of 
"or". 



Any inquiry concerning this communication or earlier communications firom the 
Examiner with respect to the examination on the merits should be directed to James Ketter 
whose telephone number is (571) 272-0770. The Examiner normally can be reached on M-F 
(9:00-6:30), with altemate Fridays off. 

If attempts to reach the Examiner by telephone are unsuccessfiU, the Examiner's 
supervisor, Remy Yucel, can be reached at (57 1) 272-078 1 . 

Any inquiry of a general nature or relating to the status of this appUcation or proceeding 
should be directed to (571) 272-0547. 
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Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent AppUcation Information Retrieval system (PAIR) can now contact the 
USPTO's Patent.Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify appHcants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Intemet-based access to patent application status and history information. It also 
enables appUcants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 



9199. 



Jsk 

June 12, 2006 




PRIMARY EXAMINER 



